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DETAILED ACTION 

Receipt of response and IDS dated 3-8-10 is acknowledged. 
Claims 1-24 are pending in the instant application. 
The following rejection of record has been maintained: 
Double Patenting 

1 . Claims 1-3, 11-16, 19 and 22 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-9 of U.S. 
Patent No. 6,762,336 in view of US 2006/0179793 to Yewdall et al (Yewdall), US 
5702715 (715) or in view of US 6893655 ('655). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because instant claims recite 
a hemostatic dressing comprising a first fibrinogen layer, thrombin layer adjacent to said 
first fibrinogen layer; and a second fibrinogen layer adjacent to said thrombin layer, 
wherein the thrombin layer is noncoextensive with the first fibrinogen layer and/or 
second fibrinogen layer. 

2. Patented claims also recite a hemostatic dressing with thrombin sandwiched 
between the two fibrinogen layers and only differ from the instant claims in that the 
patented claims do not state that the thrombin is not coextensive with first and/or 
second layer. 

'715 teach a reinforced biological sealant is disclosed. The sealant includes a 
fibrinogen composition adapted to be applied to a wound, and a solid thrombin 
composition layered on the fibrinogen film. In col. 8, '715 teaches preparing the fibrin 
layer and thrombin layer over each other and the bursting strength of such a dressing 
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tested in col. 9. 715 describes that the bursting strength of the fibrinogen thrombin 
dressing significant indicating that the strength of the patch with both layers is not 
affected by the presence of a third fibrinogen layer or the layers being coextensive or 
non-coextensive. 

'655 teach a transdermal delivery device with a medicinal agent between the 
adhesive layers of the device. '655 teach that he adhesive layer has a topography with 
discreet reservoirs to form an array of the reservoirs or channels (col. 4, L 40-col. 5, 
30). '655 suggests that the reservoirs enable the restriction of movement of the 
encapsulated substance and thus minimize unrestricted access of the encapsulated 
active between reservoirs. 

Thus, even though the sandwich design with thrombin layer being smaller than 
the fibrinogen layers (of instant) is not taught by the art, the art recognizes various ways 
of preparing a strong fibrinogen-thrombin dressing that has high burst strength or 
suggests minimizing the amount of active agents to reservoirs such that the active is not 
of the same size of the adhesive layers so as to reduce the interaction between the 
active agents ( in this case can be equated instant thrombin) in the dressing. 
3. Yewdall teaches an improvement over the bandage of WO and teaches that 
bandage (prepared by WO) is further sealed and stored for conditions that prevent it 
from being brittle, ability to use at room temperature etc [0007]. Yewdall teaches using a 
container for mould in which the hemostatic bandage is present. According to figure 1 of 
Yewdall, the bandage comprises a lower absorbable bandage material, followed by a 
fibrinogen, thrombin, fibrinogen layers, where the top fibrinogen material is the side of 
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the bandage such that it covers the wound [0044]. Yewdall also states that the mould is 
not restricted to a specific sandwich structure. 

4. Therefore, it would have been obvious for one of an ordinary skill in the art at the 
time of the instant invention was made to employ a sandwich wound dressing such as 
that of US 336 patent claims wherein at least the top fibrinogen layer extends over the 
sides of the sandwich because Yewdall teaches that the fibrinogen on the sides of the 
bandage adheres to the skin when applied. While the references fail to specifically 
teach the claimed percentages of 5%-95% or 20% -50%, preparing sandwich 
hemostatic dressings with appropriate amounts of thrombin so as to achieve the 
formation of fibrin at the site of application so as to heal the help clot formation and thus 
wound healing would have been within the scope of a skilled artisan. 

A skilled artisan would have been able to determine the size of the thrombin layer 
(a small reservoir or a large one) within the fibrinogen layers (of the patent dressing) at 
the time of the instant invention was made, either of same size (715) or as reservoirs 
('655). The expected result is a strong dressing with good burst strength and reduced 
interaction between two thrombin reservoirs. Even though the art fails to recognize a 
skilled artisan would also achieves prevention of peeling of thrombin due to the high 
strength or due to the design of '655 (reservoirs). 
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Claim Rejections - 35 USC § 103 

5. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

6. Claims 1-7, 11-16 and 19-24 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 99/59647 (WO), and further in view of US 2006/0179793 to 
Yewdall et al (Yewdall), US 5702715 (715) or in view of US 6893655 ('655).. 

7. WO teaches a haemostatic multilayer bandage that comprises a thrombin layer 
between two fibrinogen layers, other resorbable materials such as glycolic acid or lactic 
acid based polymers or copolymers and haemostatic sandwich bandage is useful for 
the treatment of wounded tissue (abstract and pages 3-4). WO also teaches the instant 
claimed backing layer, fillers, solubilizing agents, foaming agents (pages 7 and 9). WO 
teaches the same method of applying the bandage for wound healing on page 1 1 , L 1 - 
10. While WO fails to teach the claimed limitation of non-coextensive thrombin layer 
with the first or second fibrinogen layer, given the scope of the term "not coextensive" 
described above, the sandwich bandage described by WO anticipates the instant 
bandage system. 

8. WO discussed above fail to describe the claimed percentage range of not 
coextensive thrombin in the sandwiched hemostatic dressing. 

'715 teach a reinforced biological sealant is disclosed. The sealant includes a 
fibrinogen composition adapted to be applied to a wound, and a solid thrombin 
composition layered on the fibrinogen film. In col. 8, '715 teaches preparing the fibrin 
layer and thrombin layer over each other and the bursting strength of such a dressing 
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tested in col. 9. 715 describes that the bursting strength of the fibrinogen thrombin 
dressing significant indicating that the strength of the patch with both layers is not 
affected by the presence of a third fibrinogen layer or the layers being coextensive or 
non-coextensive. 

'655 teach a transdermal delivery device with a medicinal agent between the 
adhesive layers of the device. '655 teach that he adhesive layer has topography with 
discreet reservoirs to form an array of the reservoirs or channels (col. 4, L 40-col. 5, 
30). '655 suggest that the reservoirs enable the restriction of movement of the 
encapsulated substance and thus minimize unrestricted access of the encapsulated 
active between reservoirs. 

Thus, even though the sandwich design with thrombin layer being smaller than 
the fibrinogen layers (of instantO is not taught by the art, the art recognizes various ways 
of preparing a strong fibrinogen-thrombin dressing that has high burst strength or 
suggests minimizing the amount of active agents to reservoirs such that the active is not 
of the same size of the adhesive layers so as to reduce the interaction between the 
active agents ( in this case can be equated instant thrombin) in the dressing. 
9. Yewdall teaches an improvement over the bandage of WO and teaches that 
bandage (prepared by WO) is further sealed and stored for conditions that prevent it 
from being brittle, ability to use at room temperature etc [0007]. Yewdall teaches using a 
container for mould in which the hemostatic bandage is present. According to figure 1 of 
Yewdall, the bandage comprises a lower absorbable bandage material, followed by a 
fibrinogen, thrombin, fibrinogen layers, where the top fibrinogen material is the side of 
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the bandage such that it covers the wound [0044]. Yewdall also states that the mould is 
not restricted to a specific sandwich structure. Thus, even though Yewdall does not 
explicitly state the "not coextensive' feature of the instant claims, the arrangement 
described above by Yewdall reads on the same. Therefore, it would have been obvious 
for one of an ordinary skill in the art at the time of the instant invention was made to 
employ a sandwich wound dressing such as that of WO wherein at least the top 
fibrinogen layer extends over the sides of the sandwich because Yewdall teaches that 
the fibrinogen on the sides of the bandage adheres to the skin when applied. While the 
references fail to specifically teach the claimed percentages of 5%-95% or 20% -50%, 
preparing sandwich hemostatic dressings with appropriate amounts of thrombin so as to 
achieve the formation of fibrin at the site of application so as to heal the help clot 
formation and thus wound healing would have been within the scope of a skilled artisan. 
A skilled artisan would have been able to determine the size of the thrombin layer (a 
small reservoir or a large one) within the fibrinogen layers (of the patent dressing) at the 
time of the instant invention was made, either of same size ('715) or as reservoirs 
('655). The expected result is a strong dressing with good burst strength and reduced 
interaction between two thrombin reservoirs. Even though the art fails to recognize a 
skilled artisan would also achieves prevention of peeling of thrombin due to the high 
strength or due to the design of '655 (reservoirs). 
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1 0. Claims 8-1 0 and 1 7-1 8 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over WO 99/59647 (WO), and further in view of US 2006/0179793 to 
Yewdall et al (Yewdall), US 5702715 (715) or in view of US 6893655 ('655), as applied 
to claims 1 -7, 1 -1 6 and 1 9-24 above, and further in view of US 61 1 7425 to MacPhee et 
al ('425). 

1 1 . WO fails to teach the application of and the application of thrombin as dots, spots 
or lines (claims 8-10) and also lacks hydrating the dressing as in claims 17-18. 

12. US 425 teaches tissue sealant production where the ready to use bandage has a 
backing layer and dry powder materials comprising effective amount of thrombin and 
fibrinogen (col. 9, L 57-66) and the outer adhesive material is attached to the skin such 
that it directly forms a fibrin clot over the wound (lines bridging col. 29-30). '425 further 
teach an additional hydrating layer in addition to the layer of dry powdered thrombin and 
fibrinogen layer. US 425 teach that the adhesive is hydrated sufficiently for the dressing 
to be sticky and also forms a seal on the wounded tissue directly. Thus it would have 
been obvious for one of an ordinary skill in the art at the time of the instant invention 
was made to employ thrombin as a dry powdered material, which appears as spots, 
dots or other patterns of choice and also hydrate the dressing with external or internal 
hydration source because '425 teaches formation of a sealant on the wound directly due 
to the hydration of the dry powdered materials thus rendering the dressing sticky. 
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Response to Arguments 

1 3. Applicant's arguments filed 3-8-1 0 have been fully considered but they are not 
persuasive. 

14. Prior art rejections : 

1 5. Applicants argue that instant claims would not have been obvious for one of an 
ordinary skill in the art because the examiner admits that WO reference does not teach 
a hemostatic dressing that has a thrombin layer that is not coextensive with the first 
fibrinogen layer and/or the second fibrinogen layer, as required by the claims or the 
method of preparing the dressing as in claims 19-24. It is argued that the 715 patent 
teaches uniform layering of thrombin and fibrinogen and as such, the 715 patent does 
not teach or suggest a thrombin layer that is not coextensive with first fibrinogen layer 
and/or a second fibrinogen layer, as required by the present claims. It is argued that the 
bursting strength taught by 715 does not include compositions with more than one 
fibrinogen layer or any not coextensive layers and hence the 715 patent does not 
support examiner's position. It is argued that '655 does not teach the claimed sandwich 
type dressing as acknowledged by the examiner, and further argues that the examiner 
is applying hindsight reasoning and does not provide any particular rationale to modify 
the bandage of WO. With respect to Yewdall, applicants argue that the top fibrinogen is 
the side that is in contact with the wound but not necessarily bigger or larger than the 
thrombin. Applicants argue that '425 patent fails to cure the deficiencies of WO, '655, 
715 and Yewdall patents and that '425 does not teach thrombin as dry powder in the 
form of spots, dots or patterns of choice. 
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16. In response to applicant's argument that the examiner's conclusion of 
obviousness is based upon improper hindsight reasoning, it must be recognized that 
any judgment on obviousness is in a sense necessarily a reconstruction based upon 
hindsight reasoning. But so long as it takes into account only knowledge which was 
within the level of ordinary skill at the time the claimed invention was made, and does 
not include knowledge gleaned only from the applicant's disclosure, such a 
reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA 
1 971 ). Even though none of the references (including Yewdall) fail to teach thrombin 
being not coextensive with one or both fibrinogen layers, WO reference teaches 
sandwich bandages where the adhesive layers possess enough strength such that the 
layers are not separated (page 10, L 1-5) and further that the amount of fibrinogen and 
thrombin are the bandage has efficacy and stability (page 1 1, L 1-13). WO reference 
also describes (table 8, page 24), the various bondage configurations in the sandwich 
dressing where the amounts of fibrinogen and thrombin are not same in different layers 
of the sandwich. Instant specification states that the term "noncoextensive" denotes that 
the spatial boundaries of the layers are not same. Based on this interpretation, it is the 
position of the examiner that the sandwiches bandage (in table 8 of WO) having 
different amounts of thrombin and fibrinogen meets the above description. On the other 
hand, instant claims (except claim 4-7, 20-21 and 23-24) do not recite the percentage 
by which the thrombin layer is not coextensive with fibrinogen layers. WO also states 
that bandages with 50% fibrinogen in each of the first and second layers and 1 00% in 
thrombin in the middle layer (which also reads on the instant not coextensive because 
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instant claims as presented also encompasses thrombin layer to be larger than 
fibrinogen layers) perform far more superior than the other embodiments (including 
where the thrombin and first fibrinogen layers constitute 100% of the bandage each). 
Additionally, WO states that the amount of CaCI 2 in the thrombin layer contributes to the 
non-separation of the fibrinogen and thrombin layers (page 26, table 10 and page 27) 
and suggests employing optimum amount of thrombi and CaCI 2 for desired clotting 
ability. Further, 715 teaches that the bursting strength of the layered thrombin and 
fibrinogen reinforced sealant is higher than the conventional liquid thrombin-fibrinogen 
sealant. Even though 715 does not teach a three layered sandwich bandage such as 
that of the instant claims, 715 teaches analogous art and suggests high strength fibrin 
sealants that are stable. Thus, a skilled artisan would have recognized that the 
prefabricated fibrinogen-thrombin sealants should be of high strength and stability so as 
to achieve the desired clotting and provide optimum homeostasis. Further both WO and 
71 5 suggests that the dressings may be of any shape and size and accordingly a 
skilled artisan practicing in the field of would dressings would have recognized the 
importance of the strength and stability of the dressings rather than the shape and size, 
wherein the strength is a function of the amount of fibrinogen and thrombin in the 
respective layers of the bandage. Further, '655 patent suggests incorporating the active 
agent as discreet reservoirs to form an array of the reservoirs or channels (col. 4, L 40- 
col. 5, 30). '655 suggest that the reservoirs enable the restriction of movement of the 
encapsulated substance and thus minimize unrestricted access of the encapsulated 
active between reservoirs. '655 also suggests various designs of choice with respect to 
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the depth, size, contact area, shape and width, tailored according to the need of choice 
(col. 4-5 and col. 7, L 26-47). While '655 does not suggest the sandwich structure of the 
instant claims or that of WO, The Supreme Court in KSR noted that the analysis 
supporting a rejection under 35 U.S.C. 103 identified that use of known technique to 
improve similar devices (methods, or products) in the same way and applying a known 
technique to a known device (method, or product) for improvement to yield predictable 
results is well recognized. In the instant case, the teachings of cited art are analogous 
i.e., dressings in the form of patches or transdermal applications and accordingly, a 
skilled artisan would have been motivated to employ variations known in the field to 
prepare the wound dressings of WO in various shapes and sizes and prepare the 
middle thrombin layer in an equal size or of different size from fibrinogen depending on 
the amount of thrombin present in the dressing. '655 also teach lamination of additional 
layers containing active agent (paragraph bridging col. 12-13). Applicants' arguments 
regarding the teachings of Yewdall have been well taken. While Yewdall teaches a 
sandwich fibrinogen-thrombin bandage where the layers are of uniform size, the 
teachings of '655 suggest that the active agent containing reservoirs can be of discreet 
shapes, sizes and width depending on the amount of the active agent present. In this 
regard, WO suggests incorporating thrombin in different amounts between the first and 
second fibrinogen layers. 

17. Unexpected results: With respect to applicants' arguments regarding the 
unexpected results, applicants' arguments are persuasive because instant claims do not 
recite the limitation/feature argued as unexpected. In other words, instant claims do not 
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require the layers in the dressing should not be separated or delaminated. Applicants 
argue that the dressings with coextensive thrombin layers are likely to be separated by 
delamination. In this regard, while the results of the instant specification show no 
separation of the layers in which thrombin is coextensive with fibrinogen (instant tables 
1 and 2), according to instant description the dressings in which thrombin is coextensive 
shows separation. However, it is not clear as to what percent of "not coextensive" 
thrombin results in lamination or delamination. Instant claims (except claim 4-7, 20-21 
and 23-24) do not recite the percentage by which the thrombin layer is not coextensive 
with fibrinogen layers. Further, Applicants have not shown that thrombin layer that 5% 
coextensive as well as 95% coextensive gives the same delamination or separation of 
layers or 5% or 95% not coextensive does not result in separation of layers. Thus, it is 
the position of the examiner that the argued results are not commensurate with the 
scope of the instant claims. Whether the unexpected results are the result of 
unexpectedly improved results or a property not taught by the prior art, the "objective 
evidence of nonobviousness must be commensurate in scope with the claims which the 
evidence is offered to support." In other words, the showing of unexpected results must 
be reviewed to see if the results occur over the entire claimed range. In re Clemens, 
622 F.2d 1029, 1036, 206 USPQ 289, 296 (CCPA 1980). Accordingly, the arguments 
that the present invention provides improved dressings that are less likely to become 
delaminated at their edges, rendering the dressings more durable and easier to handle; 
and that such dressings are more amenable to large-scale manufacturing and provide 
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for better control of the amount of thrombin dispensed in the dressing are not 
persuasive. 

18. With respect to the teachings of '425, the reference teaches active agents such 
as thrombin, calcium chloride, in the form of dry powder materials (example 27, col. 69- 
70). 

Double patenting rejection: 

1 9. Applicants argue that the '336 patent claims do not disclose that the thrombin 
layer is not coextensive with the first fibrinogen layer and/or the second fibrinogen layer 
(Office Action at page 2); and to remedy these deficiencies of the '336 patent, the 
Examiner cites Yewdall, the '715 patent, and the '655 patent. It is argued that for at least 
the reasons discussed above, Yewdall, the 715 patent, and the '655 patent do not 
remedy the deficiencies in the disclosure of the '336 patent because they do not teach 
or suggest, alone or in combination, a thrombin layer is not coextensive with the first 
fibrinogen layer and/or the second fibrinogen layer. 

20. While applicants' arguments regarding Yewdall have been well taken. The 
teachings of '655 patent and '715 have been discussed above. '715 teach that the 
bursting strength of the layered thrombin and fibrinogen reinforced sealant is higher 
than the conventional liquid thrombin-fibrinogen sealant. Even though '715 does not 
teach a three layered sandwich bandage such as that of the instant claims, '715 
teaches analogous art and suggests high strength fibrin sealants that are stable. Thus, 
a skilled artisan would have recognized that the prefabricated fibrinogen-thrombin 
sealants should be of high strength and stability so as to achieve the desired clotting 
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and provide optimum homeostasis. 715 suggests that the dressings may be of any 
shape and size and accordingly a skilled artisan practicing in the field of would 
dressings would have recognized the importance of the strength and stability of the 
dressings rather than the shape and size, wherein the strength is a function of the 
amount of fibrinogen and thrombin in the respective layers of the bandage. Further, '655 
patent suggests incorporating the active agent as discreet reservoirs to form an array of 
the reservoirs or channels (col. 4, L 40-col. 5, 30). '655 suggest that the reservoirs 
enable the restriction of movement of the encapsulated substance and thus minimize 
unrestricted access of the encapsulated active between reservoirs. '655 also suggests 
various designs of choice with respect to the depth, size, contact area, shape and width, 
tailored according to the need of choice (col. 4-5 and col. 7, L 26-47). While '655 does 
not suggest the sandwich structure of the instant claims or that of '336 claims, The 
Supreme Court in KSR noted that the analysis supporting a rejection under 35 U.S.C. 
103 identified that use of known technique to improve similar devices (methods, or 
products) in the same way and applying a known technique to a known device (method, 
or product) for improvement to yield predictable results is well recognized. In the instant 
case, the teachings of cited art are analogous i.e., dressings in the form of patches or 
transdermal applications and accordingly, a skilled artisan would have been motivated 
to employ variations known in the field to prepare the wound dressings of '336 in 
various shapes and sizes and prepare the middle thrombin layer in an equal size or of 
different size from fibrinogen depending on the amount of thrombin present in the 
dressing. '655 also teach lamination of additional layers containing active agent 
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(paragraph bridging col. 12-13). Applicants' arguments regarding the teachings of 
Yewdall have been well taken. While Yewdall teaches a sandwich fibrinogen-thrombin 
bandage where the layers are of uniform size, the teachings of '655 suggest that the 
active agent containing reservoirs can be of discreet shapes, sizes and width depending 
on the amount of the active agent present. 

Conclusion 

21 . THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lakshmi S. Channavajjala whose telephone number is 
571-272-0591 . The examiner can normally be reached on 9.00 AM -5.30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharmila G. Landau can be reached on 571-272-0614. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Lakshmi S Channavajjala/ 
Primary Examiner, Art Unit 161 1 
May 27, 2010 



